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Communications Between Industry and FDA 



Disclaimer & Disclosure 

•

 
•

View presented are those of the speaker and do not reflect 
official FDA, HHS or other government opinion or policy. 

I have nothing to disclose. 

2 



Learning Objectives 

•
 
•
 
•

 
•

Point of Contact for Industry and FDA 

356h Form and Cover Letters 

Patent & Exclusivity Amendment Submissions 

Other Helpful Communication Issues 
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Point of Contact for Industry and FDA 
•

•

•

–

 

 
4 

Applicants should designate one Point-of-Contact (POC) 
when interacting with FDA. 

Applicants should contact the designated OGD 
Regulatory Project Manager (RPM) as RPM is the primary 
POC for all questions related to ANDAs and supplements.  

When calling or emailing the RPM, state the nature of 
the contact. 

ANDA, PAS, CBE, DMF, patent expiration date, 
forfeiture date, and etc.? 



Point of Contact for Industry and FDA 

•

 

•

Please do not contact individual reviewers, team leaders, 
directors (includes not ccing them on emails). 

Applicants will know who to contact based on the filing 
acceptance letter or CR Letter. 
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356h Form and Cover Letters 

•

 

o

 

o

Every 356h should have the following: 

Updated Applicant and U.S. Agent phone and fax 
numbers. 

Responsible Official/Agent’s updated phone & fax 
numbers, email. 
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356h Form 
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356h Form and Cover Letters 

•

o

o

Every Cover Letter should have the following: 

Clearly state what the submission entails (Minor 
Amendment – Final Approval Requested, Patent 
Amendment, etc). 

Cover letters should NOT include titles reflecting review 
disciplines if they are simply acknowledging there are no 
comments (ex. BE) in response to a CR Letter. 

8 



9 



10 



356h Form and Cover Letters 

•

 

–

Every Cover Letter should also reflect the following: 

State clearly in the cover letter any review discipline that 
contains new data that is outside of the CR response to 
the CR Letter. 
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356h Form and Cover Letters 

•
 

When responding to CR Letters: 
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356h Form and Cover Letters 

•

 

o

 

o

 

o

Cover Letters should state the following if applicable: 

State Expedited Review Requested –or- 

State Expedited Review Granted 

Drug Shortage, PEPFAR 
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356h Form and Cover Letters 

Extremely Important 

Provide locations of all manufacturing, packaging and control sites for drug substance 
and drug product (continuation sheets may be used if necessary). Include name, 
address, registration number (FEI), MF number, Establishment DUNS number, and 
manufacturing steps and/or type of testing (e.g., final dosage form, stability testing, 
container closure) conducted at the site. Please indicate whether the site is ready for 

inspection or, if not, when it will be ready. 

 

 

All facilities involved must be submitted.  For supplements, all new sites, as well as all 
previously approved sites (even inactive and withdrawn ones) should also be 
included. New sites are to be flagged as “pending”. 
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Patent & Exclusivity Amendment 
Submissions 

•

•

ANDAs going from TA to Full Approval, submit full patent and 
exclusivity summary, supporting documentation, and court 
case outcomes, etc. 

 

Prior to Full Approval, FDA needs up to date report on the 
status of any on-going litigation. 
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Patent & Exclusivity Amendment 
Submissions 

•

 

•

FDA needs the final order from the court whether it’s a 
dismissal or a decision. 

A proposed order is not helpful because it is NOT finalized, 
especially when a case may be dismissed. 
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Patent & Exclusivity Amendment 
Submissions 

•

 

•

Firms should submit to the ANDA and inform the RPM directly 
by phone/email as well, of any specific date the ANDA will 
need to be TA’d/AP’d to give a heads up (forfeiture date, 
patent expiry). 

Request for Final Approval Minor Amendment should be at 
least 90 days out from Final Approval (per TA Letter). 
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Other Helpful Communication Issues 

•

 

•

Any unsolicited change under GDUFA adjusts the GDUFA 
review goals. 

Requests for TA to Full Approvals.  Changes can delay your full 
approval. 
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Other Helpful Communication Issues 

•

 

•

FDA will provide general ANDA status inquiries. 

Discipline specific information will be communicated when a 
CR Letter is issued. 
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Other Helpful Communication Issues 

•

 

•

RPM contact information is on all CR Letters.  If it has 
changed, inquire who is the current RPM point-of-contact. 

Submit electronic copies to the Gateway of ALL submissions, 
no matter how short or long.  This includes general 
correspondences, patent amendments, etc. 
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Other Helpful Communication Issues 

•

 

•

Again: be specific as possible in titles on cover letters, e.g., 
Transfer of Ownership, Change of U.S. Agent, Patent 
Amendment, etc. 

All documents need to be submitted electronically via the 
Gateway following the eCTD format for GDUFA metric goals 
to apply.  
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Other Helpful Communication Issues 

•

•

Stay Tuned . . . Guidances for Industry will be forth coming to 
improve communication between Industry and FDA, provide 
greater transparency, and assist both Industry and FDA in 
GDUFA’s implementation. 

OGD Policy Office drafting Guidances for Industry. 
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Resources 
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Resources 

http://www.fda.gov/ForIndustry/UserFees/GenericDrugUserFees/ucm385694.htm  
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http://www.fda.gov/ForIndustry/UserFees/GenericDrugUserFees/ucm385694.htm
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